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DETAILED ACTION 

Receipt is acknowledged of a reply to the previous Office Action, filed March 1 , 2004. 
Amendments were made to the claims. 

Claims 1-59 are pending in the instant application. Claims 43, 44 and 53-57 are 
withdrawn as being drawn to a non-elected invention. Any rejection of record in the previous 
Office Action, mailed November 26, 2003, that is not addressed in this action has been 
withdrawn. 

Because this Office Action only maintains rejections set forth in the previous Office 
Action and/or sets forth new rejections that are necessitated by amendment, this Office Action is 
made FINAL. 

Election/Restrictions 
Applicant continues to traverse the Election/Restriction requirement, based on the 
allegation that the inventions overlap, therefore a search of one invention would necessarily turn 
up art on the other. This argument is inaccurate, as evidenced by the definition of the terms 
"overlapping" and "commensurate" (Definitions provided by Merriam- Webster OnLine). 
"Overlapping" means "to lie or extend over a portion, or have an area or range in common/' 
whereas "commensurate" means of the same size extent or duration thereof." In order for a 
search of one invention to necessarily turn up art on another invention, they must be 
commensurate. To be overlapping is insufficient because an art search may turn up art on one 
invention in a portion that is not overlapping with the other invention, and vice versa. In order to 
ensure that the full scope of the claims is searched, the Office would have to perform distinct 
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searches when two inventions that merely overlap are concerned, in order to ensure a search of 
the areas that do not overlap. The Office cannot simply search the area that is shared between 
the inventions because there may be ait on one or both of the inventions in the non-overlapping 
areas. Importantly, it is again noted and restated that the different classifications set forth in the 
Restriction shows the requirement for different searches, and this is sufficient to establish a 
search burden. This need for more than one search is burdensome to the Office, therefore the 
Election/Restriction requirement is still deemed proper. Applicant is reminded that the Finality 
of the Election/Restriction requirement set forth in the previous Office Action is still in effect. 

Claim Objections 

Claim 46 is objected to because of the following informalities: claim 46 is dependent on 
a claim that is withdrawn as being drawn to a non-elected invention. This claim is withdrawn 
from consideration until such time as the dependency is changed. Appropriate correction is 
required. This objection is maintained for the same reasons set forth in the previous Office 
Action and above concerning the Election/ Restriction requirement. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 1-42, 45, 47-52, 58 and 59 are rejected under 35 U.S.C 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. This rejection is maintained for the reasons set forth in 
the previous Office Action. 

It is noted that the claims have not been amended to remove the term "derived" from the 
claim (as stated by Applicant in their arguments), thus the claims stand rejected for the reasons 
set forth in the previous Office Action. Applicant traverses the grounds of this rejection, stating 
that one of skill in the art would readily understand what is meant by the term "derived." 
Importantly, when a chemical compound is "derived," the resulting product is a "derivative." 
The definition of the term "derivative", as it relates to a chemical composition (such as a nucleic 
acid) indicates a "substance that can be made from another substance." As stated in the previous 
Office Action, it is unclear what steps need to be taken in order to make one substance from 
another; i.e., what are the chemical modifications to be made while the product is "derived." As 
such, the rejection is still found proper in the face of Applicant's provision of the definition for 
"derived," based on the definition of "derivative." 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, 13, 23 and 47 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Knudtson (as set forth in the previous Office Action). This rejection is maintained for the 
reasons set forth in the previous Office Action. 
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Response to Arguments Concerning Claim Rejections - 35 USC §102 
Applicant's arguments filed March 1, 2004 have been fully considered but they are not 
persuasive. Applicant provides the following ground of traversal: 
1 . Applicant asserts that the Office errs in applying Knudtson as anticipatory art because 
Knudtson teaches cassettes that are expressed in Mycoplasma, which are gram-negative 
organisms. As a result, Applicant asserts that Knudtson simply "does not describe or 
demonstrate transposons that are functional in gram-positive bacteria " See for example 
Applicant's arguments on pages 16-17. 

Applicant's traversal has been fully considered, but is not found convincing for the 
following reasons: 

1 . Firstly, Applicant has misinterpreted their claim as a method of using, and not as a product. 
While Knudtson teaches using a transposon cassette in mycoplasma, the cassette itself is 
obviously functional in gram-positive bacteria. This is evidenced, as pointed out in the previous 
Office Action, by the fact that the transposon in question constitutes nucleotide sequences 
isolated from a gram-positive bacterium. Indeed, the TN4001 transposon that is used by 
Knudtson is isolated from S. aureus, which is a gram-positive bacterium; thus these sequences 
must be functional in gram-positive bacterium. The fact that Knudtson teaches using the 
transposon cassette in mycoplasma, which is not a gram-positive bacterium, is irrelevant, as the 
claims are drawn to a product, and not a method. 
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Secondly, the transposon used in Knudtson is TN4001, which Applicant claims as a 
limitation in claim 2 of the instant application. If Knudtson indeed does not teach a transposon 
cassette that is functional in gram-positive bacterium, then Applicant's claimed invention lacks 
enablement for at least said claim 2. However, this is clearly not the case because the transposon 
and internal sequence that are in question are both functional in gram-positive bacterium, as 
stated above. 

Finally, it is worth noting that the claims as written simply indicate, "said first sequence 
of interest capable of being expressed in a gram-positive target organism" (see line 5-7 of claim 
1 as currently amended). When given the broadest reasonable interpretation, this does not mean 
that the entire transposon cassette needs to be functional in gram-positive bacterium, as 
Applicant appears to be arguing. What it simply means is that the first sequence can be 
expressed in a gram-positive bacterium, and since all known organisms use the same nucleotides 
(A, C, G, T) for encoding polypeptide sequences, any polynucleotide sequence can be 
functionally expressed in a gram-positive bacterium. Even if one attempts to argue that without 
a functional transposon cassette, there would be no expression of the internal polynucleotide 
sequence, there can still be expression by a non-transposon mediated integration (e.g., 
recombination) of the internal polynucleotide sequence into a genomic sequence where 
expression is achieved. Therefore, Applicant's argument that the transposon cassette taught by 
Knudtson lacks functionality in gram-positive organisms is a misreading of the functional 
language in the claim. 

In conclusion, Applicant's argument that Knudtson does not teach a transposon cassette 
that is functional in gram-positive bacterium is unconvincing for several reasons. First, the entire 
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sequence taught by Knudtson is based on sequences that were isolated from gram-positive 
bacterium. Second, Knudtson actually uses sequences that are limitations in dependent claims, 
therefore it seems necessary that the transposon taught by Knudtson is functional in gram- 
positive bacterium, otherwise Applicant's invention would not be enabled. Finally, it is noted 
that Applicant appears to be misplacing the functional language of the claim on the entire 
cassette, as opposed to the polypeptide encoding sequence (where the emphasis is on according 
to the claim language). Applicant is reminded that the manner in which a product is used does 
not change the nature of the product; the fact of the matter is that Knudtson teaches the product 
claimed by Applicant, regardless of how they use it (i.e., in a gram-negative bacterium as 
opposed to a gram-positive bacterium). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that (he subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 4-5, 14-15, 50-52 and 58 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Knudtson (as applied to claim 1, as well as claims 2, 3, 13, 23 and 47) in view 
of Lajoie (as presented in the previous Office Action). This rejection is maintained for the 
reasons set forth in the previous Office Action, 
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Claims 6-10, 16, 48 and 49 are rejected under 35 USC. 103(a) as being unpatentable 
over Knudtson in view of Lajoie (as applied to claim 4, as well as claims 1-3, 5, 13-15, 23, 47, 
50-52 and 58) and in further view of Jacobs (as set forth in the previous Office Action, This 
rejection is maintained for the reasons set forth in the previous Office Action. 

Claims 11 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Knudtson and Lajoie in view of Jacobs (as applied to claim 7, as well as claims 1-6, 8-10, 13-16, 
23, 47-52 and 58), and in further view of Baldwin (as set forth in the previous Office Action). 
This rejection is maintained for the reasons set forth in the previous Office Action, 

Claims 17, 18 and 58 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Knudtson and Lajoie in view of Jacobs (as applied to claim 4, 15, and 16, as well as claims 1-3, 
5-10, 13, 14, 23, 47-52 and 58), and in further view of Wagner (as applied in the previous Office 
Action). This rejection is maintained for the reasons set forth in the previous Office Action. 

Response to Arguments Concerning Claim Rejections - 35 USC § 103 
Applicant's arguments filed March 1, 2004 have been fully considered but they are not 
persuasive. Applicant provides the following grounds of traversal: 

1. The entire basis for Applicant's traversal of each rejection under 35 USC § 103(a) is the lack 
of teachings provided by Knudtson. Applicant then states that the secondary references fail to 
supply the elements that are missing from Knudtson, making the rejection is improper. 
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Applicant's traversal has been folly considered, but is not found convincing for the 
following reasons: 

1 . As addressed above in the response to the traversal of the rejection under 35 USC § 102(b), 
Knudtson does indeed teach all of the elements of the claim, despite Applicant's arguments. 
Since Knudtson does teach the elements Applicant indicates as absent from the combined 
teachings, this cannot be the ground for traversal of the instant rejection. Thus, absent any 
additional evidence to the contrary, the rejections under 35 USC § 103(a) are deemed proper. 

Allowable Subject Matter 

No claims are allowable. 

THIS ACTION IS MADE FINAL, Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Lambertson whose telephone number is (571) 272- 
0771. The examiner can normally be reached on 6:30am to 4pm, Mon.-Fri., first Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, Ph.D. can be reached on (571) 272-0781 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

David A. Lambertson, Ph.D. 
AU 1636 




JAMES KETTER 
PRIMARY EXAMINER 



